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21 CFR Ch. I (4–1–10 Edition) § 21.70 

Subpart G—Disclosure of Records 
in Privacy Act Record Systems 
to Persons Other Than the 
Subject Individual 

§ 21.70 Disclosure and intra-agency 
use of records in Privacy Act 
Record Systems; no accounting re-
quired. 

(a) A record about an individual 
which is contained in a Privacy Act 
Record System may be disclosed: 

(1) To the individual who is the sub-
ject of the record, or his legal guardian 
under § 21.75; 

(2) To a third party pursuant to a 
written request by, or within a written 
consent of, the individual to whom the 
record pertains, or his legal guardian 
under § 21.75; 

(3) To any person: 
(i) Where the names and other identi-

fying information are first deleted, and 
under circumstances in which the re-
cipient is unlikely to know the iden-
tity of the subject of the record; 

(ii) Where disclosure is required by 
part 20 of this chapter (the public infor-
mation regulations); or 

(4) Within the Department of Health 
and Human Services to officers and em-
ployees who have a need for the record 
in the performance of their duties in 
connection with the laws administered 
and enforced by the Food and Drug Ad-
ministration or that govern the agen-
cy. For purposes of this section, offi-
cers or employees of the Department 
shall include the following categories 
of individuals, who shall thereafter be 
subject to the same restrictions with 
respect to disclosure as any Food and 
Drug Administration employee: Food 
and Drug Administration consultants 
and advisory committees, State and 
local government employees for use 
only in their work with the Food and 
Drug Administration, and contractors 
and their employees to the extent that 
the records of such contractors are sub-
ject to the requirements of this part 
under § 21.30. 

(b) No accounting is required for any 
disclosure or use under paragraph (a) of 
this section. 

§ 21.71 Disclosure of records in Pri-
vacy Act Record Systems; account-
ing required. 

(a) Except as provided in § 21.70, a 
record about an individual that is con-
tained in a Privacy Act Record System 
shall not be disclosed by any method of 
communication except under any of 
the following circumstances, which are 
subject to the limitations of para-
graphs (b) and (c) of this section and to 
the accounting requirement of para-
graph (d) of this section: 

(1) To those officers and employees of 
the agency which maintains the record 
who have a need for the record in the 
perfomance of their duties; 

(2) Required under section 552 of the 
Freedom of Information Act; 

(3) For a routine use as described in 
the routine use section of each specific 
system notice; 

(4) To the Bureau of Census for pur-
poses of planning or carrying out a cen-
sus or survey or related activity pursu-
ant to the provisions of title 13 of the 
U.S. Code; 

(5) To a recipient who has provided 
the agency with advance adequate 
written assurance that the record will 
be used solely as a statistical research 
or reporting record, and that the 
record is to be transferred in a form 
that is not individually identifiable; 

(6) To the National Archives and 
Records Administration of the United 
States as a record which has sufficient 
historical or other value to warrant its 
continued preservation by the U.S. 
Government, or to the Archivist of the 
United States or his or her designee for 
evaluation to determine whether the 
record has such value; 

(7) To another agency or to an instru-
mentality of any government jurisdic-
tion within or under the control of the 
United States for a civil or criminal 
law enforcement activity if the activ-
ity is authorized by law, and if the 
head of the agency or instrumentality 
has made a written request to the 
agency which maintains the record 
specifying the particular portion de-
sired and the law enforcement activity 
for which the record is sought; 

(8) To a person pursuant to a showing 
of compelling circumstances affecting 
the health or safety of an individual if, 
upon such disclosure, notification is 
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